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Message Text 

UNCLASSIFIED 

PAGE 01 STATE 125132 
ORIGIN HEW-06 

INFO OCT-01 EUR- 1 2 ISO-OO OES-07 MED-03 COME-OO /029 R 

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:CCK 
APPROVED BY OES/APT/BMP: WJ'ALSH, III 
DHEW/PHS/OASH/OIH: RFISCHER 
EUR/WE:EJBEIGEL(INFO) 

312158Z 011799/14 

P 312117Z MAY 77 
FM SECSTATE WASHDC 
TO AMCONSUL MILAN PRIORITY 
INFO AMEMBASSY ROME PRIORITY 

UNCLAS STATE 125132 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, IT 

SUBJECT: FDA ADVISORY - RECALL T- 104-7 DEFECTIVE 

(TORN/RIPPED) DIAPHRAGMS 

1 . FDA ADVISES OF THE FOLLOWING MEDICAL DEVICE RECALL: 

PRODUCT INVOLVED: KORO-FLEX ARCING DIAPHRAGM. SIZE: ALL 
SIZES 60MM-95MM. FORM: A VAGINAL DIAPHRAGM: A RESTRICTED 
DEVICE TO BE SOLD ONLY BY OR ON THE ORDER OF A PHYSICIAN. 

THIS PRODUCT IS INSERT LABELED FOR USE AS A CONTRACEPTIVE 
DEVICE WHEN USED WITH A SPERMICIDAL LUBRICANT. 

PACKAGING CONFIGURATION: THE PRIMARY UNIT PACKAGE IS A 
KIT CONTAINING: 1. KORO-FLEX ARCING DIAPHRAGM (IN SANITARY 
PLASTIC CASE), ONE TUBE KOROMEX II VAGINAL JELLY: AND ONE 
TUBE KOROMEX II VAGINAL CREAM. THE KOROMEX II VAGINAL 
JELLY AND CREAM PRODUCTS ARE LABELED AS CONTRACEPTIVES. 

THE PRODUCT LOTS UNDER RECALL WERE ALSO PACKAGED AS IND 
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IVIDUAL DIAPHRAGM UNITS CONSISTING OF ONE DIAPHRAGM IN 

THE UNLABELLED PLASTIC CASE, PACKAGED IN A LABELED BOX: 

T KORO-FLEX MARKING DIAPHRAGM IN SANITARY PLASTIC CASE' 1 . 

LOT NUMBERS INVOLVED: ONLY LOT NUMBERS F-6, G-6, H-6, 

AND 1-6 ARE BEING RECALLED. THE LOT NUMBER IS PRINTED 
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ONLY REPEAT ONLY ON THE RIMS OF THE INDIVIDUAL DIAPHRAGMS. 

MANUFACTURER: HOLLAND RANTOS COMPANY, INC. 

310 ENTERPRISE AVENUE 
TRENTON, NEW JERSEY 

RECALLING FIRM: HOLLAND RANTOS COMPANY, INC. 

865 CENTENNIAL AVENUE 
PISCATAWAY, NEW JERSEY 

2. REASON FOR RECALL: SINCE JANUARY 1975, THE FIRM 

HAS RECEIVED OVER 300 COMPLAINTS FROM CONSUMERS, PHYS- 
ICIANS AND PLANNED PARENTHOOD CLINICS. THESE COMPLAINTS 
REGARD THE APPEARANCE OF "TEARS AND RIPS" IN THE DIAPHRAGM 
NEAR THE RIM, 2-3 MONTHS AFTER USE. IN ADDITION TO THE 
SEPARATION OF THE RUBBER DOME AT OR NEAR THE JUNCTURE 
OF THE RIM OF THE DEVICE APPEARING AS RIPS OR TEARS, IN 
SOME INSTANCES THE DEFECTS FIRST APPEAR AS PINHOLES. 

THESE CONDITIONS RENDER THE PRODUCT INEFFECTIVE FOR ITS 
INTENDED USE AND PURPOSE AS A CONTRACEPTIVE WHEN USED AS 
DIRECTED ON ITS LABELING WITH A SPERMICIDAL CONTRACEPTIVE 
CREAM OR JELLY. 

3. POST IS REQUESTED TO DETERMINE IF THE FOREIGN CON- 
SIGNEE HAS BEEN NOTIFIED OF THE RECALL TO THE PATIENT/ 

USER LEVEL IN LETTER DATED 5/5/77. ANY QUESTION FOREIGN 
CONSIGNEE MAY HAVE WITH REGARD TO THIS RECALL SHOULD BE 
DIRECTED TO FIRM. 
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4. FOREIGN CONSIGNEE AS FOLLOWS: 

SANICO SRL. 

MILAN, ITALY CHRISTOPHER 
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